Logged Formula Worksheet (standard) 
5/21/2012 9:58:08 AM 
Page 1 

METHYLPRED. AC (PF) 80MG/ML INJECTABLE 


NEW ENGLAND COMPOUNI 
697 WAVERLY ST. 

697 WAVERLY ST. 

FRAMINGHAM, MA 01702 Ph f 


l 


Flavor: 

Description: 

Quantity made: 12500 ML 


Date made: 5/21/2012 
Lot number: 05212012@68 
Beyond use date: November 17, 2012 ! 

180 days after compounding date 

Pharmacist: GC 

Technician: JOSEPH P CONNOLLY 

NDC1: 

Packaging: 

Equipment: 


Batch yield: 12,500.000 
Qty remaining: 12,50 0.000 


PCCAID: 

Route of admin: 


Pricing calculations fn 


Estimated price 

$9.( 

Ingredient cost 

$o.i 

Device cost 

$0.1 

Time cost 

$0.1 

Profit 





Log ID: ' T tyz&fi. 


50 


Labeling: SHAKE WELL***SDV" 
Stability information: 

Chemicals 


Ob-1 1-1? 


OUT 


Sch. 


Quantity used QS 


1 METHYLPREDNISOLONE ACETATE USP (STERILE) Pi - 
Lot #LZ.a740/A Mfg: 

Chemical Cede: Volume: fAsi r ^ Potency: 

Balance: g , , / 3^ 


POLYETHYLENE GLYCOL 3350 NF (STERILE) BASE - 
Lot #: 77089/A u Mfg: MEDISCA 

Chemical Code: Volume: Potency: 


352.5 GM 
Exp. date: 2/28/2014 
QS amount: 


JZl'j 

^ ? t 04-30-1 2 A 0 9 : 4 8 OUT 

°Nb'C: 49452-4688-02 * if 

. $7,755.00 07.21/2005 


1000 GM 
:xp. date: -4/30/201 6 

QS amount: 


Whlsr: MEDISCA 

AWP: 

Each ML contains 0.0282 GM or 2.82 <Vt 
ChemlnvID: 0 


SODIUM CHLORIDE (STERILE) GRANUALE 
Lot#: 11020203 ^ Mfg: MEDISCA 

Chemical Code: Volume: Potency: 


28.5 GM 

Exp. date: 11/10/2013 

I / QS amount: 


. $0.56 


Whlsr: MEDISCA 

AWP: $5,13 

Each ML contains 0.00228 GM or 0.228% 

NDC: 51927108700 ChemlnvID: 0 


t/ATER FOR INJECTION INJ 
Lot #: J2B670 

Chemical Code: 

Balance; 


Mfg; BRAUN 
Volume: Potency: 


12500 ML 
Exp. date: 8/31/2014, 




$25,000.00 06/17/2005 


Whlsr: BRAUN 

AWP: : 

Each ML contains 1 ML or 100% 

NDC: 00409488799 ChemlnvID: 300 


POLYSORBATE 80 (STERILE) LIQUID O 

Lot#: 7981 4/C f Mfg: MEDISCA 

Chemical Code‘-^ Volume: Potency: 


47.5 ML 

Exp. date: 8/31/2013 


$ 0.00 


Whlsr: MEDISCA 

AWP: 

Each ML contains 0.003S ML or 0.38% 
ChemlnvID: 170 


SODIUM PHOSPHATE MONOBASIC (STERILE) POWDI - 
Lot#: 11 01 0925 Mfg: LETCO 

Chemical Code: ^ Volume; Patency: 


82.375 GM 

' Exp. date: 8/11/2013 

QS amount: i 

NDC: 


. $82.38 


Whlsr: PROFESSIONAL COMPOUN 

AWP: $0 00 

Each ML contains 0.006S9 GM or 0.659% 
ChemlnvID: 0 


7 SODIUM PHOSPHATE DIBASIC (STERILE) POWDER 
Lot #: Cl 40892 Mfg: P-GCA 

Chemical Code: Volume: . Potency: 




J i 




17.125 GM 

Exp. date: J3/4/2012 

NDC: 


. $ 0.00 


QS amount: 


11/01/2011 

PROFESSIONAL COMPOUN 

AWP: $0.00 

Each ML contains 0.00137 GM or 0.137% 
ChemlnvID: 289 


(Added all GM & GMS: 1,480.50) 


$32,837.94 


Log Instructions & Notes 


Originally made as: 12500 METHYLPRED. AC (PF) 80MG/ML INJECTABLE 
Calculated lot number: 05212012@68 Beyond use date: 11/17/2012 
FORMULA INSTRUCTIONS: . AiC,- . 

/L 

ZEBRA BAR CODES: ' 

99600010504- ImL VIAL 

99600020504 - 2mL VIAL , 0 

99600050504 - 5m L VIAL 


Date entered: 5/21/2012 9:57:45 AM Last modified: 5/21/2012 9:58:06 AM by; LAB 
Checked by: C_ Date P 9 g\j j r 


J v cCT) 


New England Compounding Pharmacy Inc., d/b/a New 
England Compounding Center 
Framingham, MA 

10/1-2, 10/4-5, 10/9, 10/15, and 10/26/12 
SSD, PK, ANA, TWN, DME 
Exhibit DME- (5~ p / of 





? 






1 


UFEKATION DATE 2012/05/21 
/1ME PH Do; 45:12 

COURSE 1 

CYCLE STARTED 

T1HE TEMP press |', n; 

!±nK'i(:0 CENT, kF'a CYCLE 


■ 00: IT: 58 090,0 
00: 13: 59 100.0 
00 : 22:01 106.4 

v 00: 25: 25 121.0 
*J'-l : 27 : 25 121.8 
00:29:25 121.8 
•00:31:25 121.6 
00:33:25 121,7 
00:35:25 121.7 
00:37:25 121.6 
00:3.9:25 121.7 
!| 

00:40:29 121.7 II 

\ 

01:14:15 064.9 ' 


14 HEAT 
24 HEAT 
30 HEAT 

104 STERI.. 
HO STERI. 
HI STERI. 
IQS STERI. 
Hi STERI, 
HI STERI. 
HO STERI. 
H2 STERI. 

112 COOL 

) 

5 COMPLETE 


START TIME PM 08:45:12 
END TIME PM 09:59:27 


New England Compounding Pharmacy Inc., d/b/a New 
England Compounding Center 
Framingham, MA 

10/1-2, 10/4-5, 10/9, 10/15, and 10/26/12 

SSD, PK, ANA, TWN, DME 

Exhibit DME- \ 5 P* °f & - 


FDA E00479394 



K--i! Ho. M! '81 

VEKA! ION TAIL .•.'0i.';/Oo/A'!. 
TIME PM 08: 

'CURSE 1 


n 

•1L 


m 

P 

PRLS3 

OTA! 05 

l:L 

*, 1 1 - 
-■r . 

ED 

CEN 

r t 

KPci 

CYCLE 

00 

: I J 

:58 

090 

0 

14 

HEAT 

00 

: 1.7 

; r Si 

l.i!Q 

0 

24 

HEAT 

on 

21 

: 01 

LOG 

4 

30 

HEAT 

, 00 

25 

:25 

121 

rj 

104 

STERI. 

[J0 

?J 

:26 

121 

0 

110 

STIR] . 

00 


. 2 A 

121 

o 

111 

SilRI. 

no 

si 

:26 

121 

15 

109 

STERI . 

00: 

33 

: 25 

121. 

7 

111 

STERI, 

00: 

35 

:25 

121. 

7 

ill 

STERI. 

00: 

37 

:25 

121. 

6 

110 

STERI . 

00: 

39 

:25 

121. 

7 

112 

STERI. , 

00 : 

40: 

:29 

121. 

7 * 

112 

COOL 

01: 

14: 

15 

064. 

9 

5 

COMPLETE 

SIAi 

RT 

TIME PM 

08: 

: 45 : 12 


END 

TIME 

PM 

09: 

: 59:27 



STERI. TEMP 12rc 
STERI. TIME 15MIN 
WARM TEMP --°C 
OBJECT 

<RESULT> 

MAX. STERI . TEMP 121. B‘C 
MIN. STERI. TEMP 121. 0“C 
STERf . TIME 00:15:04 
WARM TIME — 

TOTAL CYCLE 01:14:15 

OPERATED BY: 


IHECKED BY: 


>TER I . ITEM: 


'LACE: 

NDICATION: 

BIOLOGICAL: 

CHEMICAL: 


New England Compounding Pharmacy Inc., a 
England Compounding Center 
Framingham, MA 

10/1-2, 10/4-5, 10/9, 10/15, and 10/26/12 

SSD, PK, ANA, TWN, DME 

Exhibit DME- _s 5 P- -O — ot -J* 2 


FDA E00479395 



ANALYTICAL RESEARCH LABORATORIES 


840 RESEARCH PARKWAY, SUITE 546 
OKLAHOMA CITY, OK 73104 
PHONE (405) 271-1144 
FAX (405) 271 -1174 

Certificate Of Analysis 

CLIENT: New England Compounding Center-MA 



ARL #: 176896-01 

LOT #: 05212012@68 

DESCRIPTION: Methylprednisolone AC (PF) 80 mg/ mL Injection 

DATE RECEIVED: 05/22/2012 

STORAGE: 20°C to 25°C (68°F to 77°F) 

CONTAINER: Two 5 mL amber vials 



alex tang - Laboratory Supervisor Date Reported Form QUF-078-V4 03/05/2010 


Results reported above relate only to the sample that was tested. 
Page 1 of 2 


New England Compounding Pharmacy Inc., d/b/a New 
England Compounding Center 
Framingham, MA 

10/1-2, 10/4-5, 10/9, 10/15, and 10/26/12 
SSD, PK, ANA, TWN, DME 

Exhibit DME- A p. of 


FDA E00479396 



ANALYTICAL RESEARCH LABORATORIES 



840 RESEARCH PARKWAY, SUITE 546 
OKLAHOMA CITY, OK 73104 
PHONE (405) 271-1144 
FAX (405) 271-1174 


Microbiology Report 

CL I ENT: New England Compounding Center-MA 


ARL #: 176896-01 

LOT #: 05212012@68 

DESCRI PTI ON : Methylprednisolone AC (PF) 80 mg/mL Injection 

DATE RECEIVED: 05/22/2012 
STORAGE: 20°C to 25°C (68°F to 77°F) 

CONTAINER: Two 5 mL amber vials 


ANALYSIS 

Limits 

Results 

Test 

Method 

Date 

Tested 

Sterility ^Preliminary*) 

Sterile / Not Sterile 

Sterile 

USP 71 

05/22/2012 

Endotoxin 

6.25 EU/mg 

<0.05 EU/mg 

USP 85 

1 

05/23/2012 


Sterility - This preliminary report was issued after approximately 72 hours of incubation. In accordance with the USP guidelines, the samples will be 
incubated for 14 days; if there is any change in the sample a supplemental report will be issued 

Fungal - This preliminary report was issued after 4-5 days of incubation. In accordance with the USP guidelines, the samples will be incubated for 14 
days; if there is tiny change in the sample a supplemental report will be issued. 

Endotoxin - To calculate the endotoxin limit use the following formulae: EL = K/M where K — tolerance limit (EU/kg) and M = Maximum dose/kg/lwur 
or Maximum dose/kg 

Parenteral; K is 5 EU/kg for any route of administration /Intrathecal: K is 0.2 EU/kg body weight) 

Radiopharmaceutical parenteral: K is 1 75/V or Intrathecal radiopharmaceuticals: K is 14/V, where V is the maximum recommended dose in mL. 

Dermal Application: K/M. where K- 5 EU/kg and M is the (maximum dose/ni2/hour * 1.80 nt2)/70 Kg. 



05/25/2012 


Amar Arafat - Microbiologist 


Date Reported ARL Form OUF-O 78- V4 03/05/2010 


New England Compounding Pharmacy Inc., d/b/a New 
England Compounding Center 
Framingham, MA 

10/1-2, 10/4-5, 10/9, 10/15, and 10/26/12 

SSD, PK, ANA, TWN, DME 

Exhibit DME- ,/) p. ft 0 f b 


Results reported above relate only to the sample that was tested 
Page 2 of 2 



ANALYTICAL RESEARCH LABORATORIES 



840 RESEARCH PARKWAY, SUITE 546 
OKLAHOMA CITY, OK 73104 
PHONE (405) 271-11 44 
FAX (405) 271-1174 


Microbiology Report 

CLIENT: New England Compounding Center-MA 


ARL #: 176896-01 

LOT #: 05212012@68 

DESCRIPTION: Methy lprednis olone AC (PF) 80 mg / mL Injec tion 

DATE RECEIVED: 05/22/2012 
STORAGE: 20°C to 25 D C (68°F to 77°F) 

CONTAINER: Two 5 mL amber vials 


ANALYSIS 

Limits 

Results 

Test 

Method 

Date 

Tested 

Sterility 

Sterile / Not Sterile 

Sterile 

USP 71 

05/22/2012 

Endotoxin 

6.25 EU/mg 

<0.05 EU/mg 

USP 85 

05/23/2012 



England Compounding Center ’ 

Framingham, Ma 

SSd' PK 0 1 4 m 1 J0/9 ’ [0/l5 ’ 311(5 1 0/26/ 1 2 
EK, ana, twn DMH 
Exhibit DME- ,5 n ^ , 


06/05/2012 


Amar Arafat - Microbiologist Date Reported 

Sterility - 14 day sterility report In accordance with the USP guidelines, the samples will be incubated for 14 days. 


Results reported above relate only to the sample that was tested. 

Page 1 of 2 ARL Form QUF-078- ¥4 03/05/2010 


FDA E00479398 



Logged Formula Worksheet (standard) 
6/29/201 2 9:06:36 AM 
Page 1 


METHYLPRED. AC (PF) 80MG/ML INJECTABLE 


NEW ENGLAND COMPOUNC 


x 

697 WAVERLY ST. 

A / 


697 WAVERLY ST. . 



FRAMINGHAM, MA 01702 PI \ 

A ^ ■- 


\ 

-r 

.7- X- 


Flavor: 

Description: 

Quantity made: 12500 ML 

Date made: 6/29/2012 
Let number: 06292012@26 
Beyond use date: December 26, 2012 


Batch yield: 12,500.000 
Qty remaining: 12,50 0,000 


PCCA ID: 

Route of admin: 


+- 


iuIb ID: 2228 
Log ID: 235896 




days after compounding date 


Pharmacist: GC 
Technician: <NONE> 

NDC1: 

Packaging: 

Equipment: 

Labeling: SHAKE WELL*“SDV*“ 
Stability information: 

Chemicals 


Pricing calculations from ft 
Estimated price $9.oo as 

Ingredient cost $o.oo i 

Device cost $o.oo : 

Time cost T 

Profit i 


06 - 27 - 


[f L 


■12 All 


41 OUT 


Sch. Quantity used QS (B< 




METHYLPREDNISOLONE ACETATE USP (STERILE) P< - 
Lot #;.7E ff 4 6 #V Mfg: 

rh “"iical Cods: Volume: Potency: 

M*Urc+. 


1000 GM C 

V Exp. date: 4/30/2(ft6 

amount: , 

7 

NDC: 49452, 


05-24-12 P03:-2 OUT 




POLYETHYLENE GLYCOL 3350 NF (STERILE) BASE - 
Lot#: 77089/A Mfg: M EDISCA 

Ohamiral Code- 'volume: Potency: 


352.5 GM f/n 
^Exp. date: 2/28/2014 Whlsr: 


V 3 J SODIUM CHLORIDE (STERILE) GRAN UAL E 


$7,755.00 07/21/2005 

MEDISCA 

awP: 

ML contains 0,0282 GMor2 62% 
ChemlnvlD: 0 


Lot#: 11 020203 

^^i«fntC5rCo5e^ 

Balance: 


Mfg: MEDISCA 

Volume: 


28.5 GM K n 
Exp, date: 11/10/2013 Whlsr: 

. / QS amount: 

'S — Farr 


NDC: 51927109700 


_ $0.56 


04/02/2012 


MEDISCA 

AWP: 

ML contains 0.00228 GM or 0.226 & 
ChemlnvlD: 0 \ 




FOR INJECTION INJ 
Lot#: J2A488 

Chemical Code: 


Mfg: BRAUN 

Volume: 




12500 ML E 

■xp. date: 7/31/2014 Whlsr: 

QS amount: 


IQ: 


00409468799 


$25,000.00 06(.17/2005 

BRAUN - 

AWP: S61.13 

ML contains 1 ML or 100% 

ChemlnvlD: 300 


PO&YSORBATE 80 (STERILE) LIQUID 0“ 

ALotjf: 7981 4/C Mfg: MEDISCA 

"" Volumet- — —Potency: 


IWpBODIUM PHOSPHATE MONOBASIC (STERILE) POWD - 
^ Lot#: 11 01 0925 __ _Mfg: LETCO 

C h e mi cai-Cods; — Volume: ^ — — — -Potency: 

Balance: * — 


/ 47.5 MLL>^-n 
: i5. date: 8/31/2013 Whlsr: 

, QS amount: / 

Each 

NDC: 


$ 0.00 


82.375 GM // □ 

^Jxp- date: 8/11/2013 


MEDISCA 

AWP: 

ML contains 0.0038 ML 

ChemlnvlD: lj»- 


O4/Q2/20O9 

0.38% 

:n- 170-'-"" 


Whlsr: 

Each 


. $82.38 


PROFESSIONAL COMPOUN ^ 

AWP: so.q^^' 


KJ SODIUM PHOSPHATE DIBASIC -/STERILE) POWDER 
Lot#:G44&£9£-. t— — Mfg: PeCA>- 

Chemical Code: Volume: Potency: 

Balance: ” 


-b^ea. 


17.125 GM ^ □ 

Expydate: 80/2043- . Whlsr: 

L/ q Eacf 

NDC: 


PROFESSIONAL COMPOUN 

AWP: SO, 00 


(Added all GM & GMS: 1 ,480.50) 


$32,837.94 


Log Instructions & Notes 


JjkiTO 


T 


Originally made as: 12500 METHYLPRED. AC (PF) 80MG/ML INJECTABLE 
Calculated lot number: 06292012@2B Beyond use date: 12/26/2012 
FORMULA INSTRUCTIONS: 


U>H£_ 


ZEBRA BAR CODES: 
99600010504 - ImL VIAL 
99600020504 -2mL VIAL 
99600050504 -5mL VIAL 






Date entered: 6/29/2012 9:06:22 AM 
Checked by: 




Laspriqjfrfied: 6/29/2012 9:06:34 AM by: LAB 

. Date: a/ ilA K^ 


New England Compounding Pharmacy Inc., d/b/a New 
England Compounding Center 
Framingham, MA 

10/1-2, 10/4-5, 10/9, 10/15, and 10/26/12 
SSD, PK, ANA, TWN, DME ^ 

Exhibit DME- C g p, / of / 


FDA E00479399 




06-22-12 P 03: 05 Oilf 

Mr 


L 


o 


i MODEL No, MLS- 3731 


OPERATION PA] if 2012/06/30 
TIMEj? PM 08:01:18 


COURSE 


CYCLE STARTED 

TIME TEMP 

‘ PRESS 

elapsed cent. 

kPa 

00:09:53 0,90.0 

G 

00:13:28 100.0 

73 

00:21:30 101,5 

10 


00:25:41 .121.0' 

104 

00:27:41 121.8 

110 

00:29:41 121.8 

-no 

00:31:41 121,8 

110 

00:33:41 .121.6 

110 

00:35:41 121.3 

112 

00:37:41 121.7 

112 

00:39:41 121. | 

111 

( 

00:40:46 121. & 

114 

01:15:00 064.9 

4 

OIARI TIME PM 08: 

01:18 

LNO TIME PM 09:16:18 


STATUS 
CYCLE 

HEAT 
HEAT 
HEAT 

STERL 
■ STERI , 
STERI , 
STERL 
STERL 
■ STERL 
STERL 
STERL 

COOL . 

COMPLETE 


New England Compounding Pharnacy Inc., d/ a e 
England Compounding Center 
Framingham, MA 

10/1-2, 10/4-5, 10/9, 10/15, anJ 10/26/12 
SSD, PK, ANA, TWN, DME ^ 

Exhibit DME- 6. p. __5 of -J— 


FDA E00479400 



I 


Mini No. f-m-nSl 

Of ' L K A i I ON DA i L 2U1 2 / Ob/ i 1 
T 1 ME* OH 03:01:13 

COURSE 'I 

CYCLE STAR! ED 


1 [ME TEMP 

P'K.hbS 

oT/UUb 

ELAPSED CENT, 

kPa 

CYCLE 

00:09:53 030,0 

6 

HEAT 

00:13:25 100.0 

2 J 

HEAT 

00:21:30 101.5 

10 

HEAT 

00:25:41 121.0 

104 

STERI. 

00:27:41 121.8 

no 

STERI. 

00:29:41 121,8 

110 

STERI . 

00:31:41 1.21.8 

no 

STERI. 

00:33:41 121,6 

no 

STERI . 

00:35:41 121.8 

112 

STERI . 

00:37:41 121.7 

112 

STERI , 

00:39:41 121.6 
\ 

in 

STERI. 

00:40:46 121. P- 

114 

? 

COOL 

01:15:00 064.9 

4 

COMPLETE 


SIARI TIME PM US;Oi :18 
END TIME PM 00:16:18 


SfERL TEMP L21C ! 

STERI , TINE 15MIN 
WARM TEMP — °c 
OBJECT 

-'■RESULT! 

Mn A . o f B R I . f LHP 1 2 1 , o 'C 

MIN, STERI. TEMP 121.033 
Si'LRi, TIME 00:15:00 
WARM TIME" 

TOTAL CYCLE 01:15:00 

OPERATED BY: ; 


CHECKED BY: 


HER!. ITEM: 


1 ACE: 

NO I CAT ION; 
BIOLOGICAL 


CHEMICAL: 


New England Compounding Pharmacy Inc,, d/b/aNew 
England Compounding Center 
Framingham, MA 

10/1-2, 10/4-5, 10/9, 10/15, and 10/26/12 
SSD, PK, ANA, TWN, DME /? 

Exhibit DME- & p, t ? of / 


i 


FDA E00479401 



Logged Formula Worksheet (standard) 
6/29/2012 9:06:36 AM 
Page 2 

METHYLPRED. AC (PF) 80MG/ML INJECTABLE 


NEW ENGLAND COMPOUNDING CTR 
697 WAVER LY ST, 

697 WAVER LY ST. 

FRAMINGHAM. MA 01702 Ph. 800-994-6322 


Flavor: Schedule: L Active pf 

Description: Formula ID: 2228 

■ Quantity made: 12500 ML Batch yield: 12,500.000 PCCA ID: LogiD:235896 

Qty remaining: 12,500.000 Route of admin: 

12/09/09 POLYSORBATE-80 DOUBLED FROM 0.194ML/100ML TO 0.38ML/100ML GC 

MATERIALS: STERILE BEAKER, STERILE SPIN BAR, STERILE HOMOGEN 1ZER ELEMENT 
medisca 500gm plastic bottle weighs 98gms, plastic seal ring weighs 0.7gms 
medisca 1kg plastic bottle weighs 145gms, WITH TOP 
1} WEIGH CHEMICALS IN STERILE WEIGH CUPS ON ELECTRONIC ANALYTICAL BALANCE 

2) IN HOOD DISSOLVE BASE-B, SODIUM PHOSPHATE MONOBASIC, SODIUM PHOSPHATE DIBASIC, SODIUM 
CHLORIDE, AND POLYSORBATE -80 IN VORTEX OF 80% FINAL VOLUME OF STERILE WATER. FILTER SOLUTION 
THROUGH A0.22MICRON NALGENE FILTER. 

3) SLOWLY ADD METHYLPREDNISOLONE ACETATE TO VORTEX OF ABOVE SOLUTION. 

4) HOMOGENIZE AT HIGH SPEED FOR 2-5 MINUTES (VOLUME DEP.) 

5) QS TO FINAL VOLUME WITH STERILE WATER FOR INJECTION. 

6) COVER WITH MULTIPLE LAYERS OF FOIL AND SEAL WITH AUTOCLAVE INDICATOR TAPE 

7) AUTOCLAVE AT 121C-15PSI-20MIN 

####SPRAY EXTERIOR OF SEALED BEAKER WITH 70% IPA##### 

8) RETURN TO HOOD AND REHOMOGENIZE. CREATE VORTEX AND ALLOW TO SOIN TILL COOLED TO ROOM 
TEMP, 

9) FILL STERILE AMBER VIALS USING BAXA REPEATER PUMP VIA DISPOSABLE STERILE TUBING 

10) CAP .CRIMP, AND LABEL 

####PULL RANDOM VIALS FOR APPROPRIATE ANALYSIS##### 


New England Compounding Pharmacy Inc., d/b/a New 
England Compounding Center 
Framingham. MA 

10/1-2, 10/4-5, 10/9, 10/15, and 10/26/12 
SSD, PK, ANA, TWN, DME - 

Exhibit DME- p. of / 


Date entered: 6/29/2012 9:06:22 AM Last modified: 6/29/2012 9:06:34 AM by: LAB 
Checked by: Date: / / 


FDA E00479402 




ANALYTICAL RESEARCH LABORATORIES 

840 RESEARCH PARKWAY, SUITE 546 
OKLAHOMA CITY, OK 73104 
PHONE (405) 271-1144 
FAX (405) 271 -1174 


Certificate Of Analysis 

CLIENT; New England Compounding Center-MA 


ARL #: 180509-01 

LOT #: 06292012@26 

DESCRIPTION: Methylprednisolone AC (FF) 80 mg/mL Injection 

DATE RECEIVED: 07/03/2012 
STORAGE; 20°C to 25°C (68 D F to 77°F) 

CO NT A I N ER: Two 5 mL amber vials 


Analyte / Specifications 

Expected ■ 

Amount Units 

% 

Results Of EXP. 

Test Date 

Method Tested 

Methylprednisolone Acetate 

Specifications = 90% - 110% 

80 

mg/mL 

81.451 101,8% 

HPLC 

7/5/2012 


Alex Tang - Laboratory Supervisor 


07/05/2012 

Date Reported 4 /HE Form QUF-Q78-V4 03/Q5J2010 


Results reported above relate only to the sample that was tested. 
Page 1 of 2 


w England Compounding Pharmacy Inc., d.'b/a New 
gland Compounding Center 
imingham, MA 

4-2, 10/4-5, 10/9, 10/15, and 1 0/26/12 

D, PK, ANA.TWN, DME -y 

hibit DME- U - P 


FDA E00479403 



ANALYTICAL RESEARCH LABORATORIES 


RL 




840 RESEARCH PARKWAY, SUITE 546 
OKLAHOMA CITY, OK 73104 
PHONE (405) 271 -11 44 
FAX (405) 271 -1174 


Microbiology Report 

CLIENT: New England Compounding Center-MA 


ARL #: 180509-01 

LOT #: 06292012@26 

D ESC R I PTION : Methylprednisolone AC (PF) 80 mg/ mL Injection 

DATE RECEIVED: 07/03/2012 
STORAGE: 20°C to 25°C (68°F to 77° F) 

CONT AINER: Two 5 mL amber vials 


ANALYSIS 

Limits 

Results 

Test 

Method 

Date 

Tested 

Sterility (* Preliminary*) 

Sterile / Not Sterile 

Sterile 

USP 71 07/03/2012 

Endotoxin 

6.25 EU/mg 

<0.05 EU/mg 

USP 85 

07/06/2012 


Sterility -This preliminary’ report was issued after approximately 72 hours of in cub alt on. In accordance with the USP guidelines, the samples will be 
incubated for 14 days; if there is any change in the sample a s apple mental report will be issued. 

Fungal - This preliminary repoil hyit issued after 4-5 days of incubation. In accordance with the USP guidelines, the samples will be incubated for 14 
days; if there is any change in the sample a supplemental report will be issued. 

Endotoxin - To calculate the endotoxin limit use the following formulae: EL - KIM where K - tolerance limit (EU/kg) and M = Maximum dose/kg/hour 
or Maximum dose/kg 

Parenteral: K is 5 EU/kg for any route of administration / Intrathecal : K is 0.2 EU/kg body weight) 

Radiopharmaceutical parenteral : A is 17 5/V or Intrathecal radiopharmaceuticals: K is 14/P, where V is the maximum recommended dose in mL. 

Dermal Application: K/M, where K = 5 EU/kg and M is the (maximum dose/m2/hour * 1.86 nt2)/70 Kg. 


/W/ jM pk 

07/06/2012 


Amar Arafat - Microbiologist Date Reported ARL Form OUF-07R-V4 63/65/2010 


Results reported above relate only to the sample that ww tested. 
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New England Compounding Pharmacy Inc., d/b/a New 
England Compounding Center 
Framingham, MA 

10/1-2, 10/4-5, 10/9, 10/15, and 10/26/12 
SSD, PK, ANA, TWN, DMC m 

Exhibit DME- (a p. & of /_ 



ANALYTICAL RESEARCH LABORATORIES 

840 RESEARCH PARKWAY, SUITE 546 
OKLAHOMA CITY, OK 73104 
PHONE (405) 271 -11 44 
FAX (405) 271 -11 74 

Microbiology Report 

CLIENT: New England Compounding Center-MA 


ARE #: 180509-01 

LOT #: 06292012@26 

DESCRIPTION: Methylprednisolone AC (PF) 80 mg/mL Injection 

DATE RECEIVED: 07/03/2012 
STORAGE: 20°C to 25°C (68°F to 77°F) 

CONTAINER: Two 5 inL amber vials 



ANALYSIS 

Limits 

Results 

Test 

Method 

Date 

Tested 

Sterility 

Sterile / NTot Sterile 

Sterile 

USP 71 

07/03/2012 

Endotoxin 

6.25 EU/mg 

<0.05 EU/mg 

USP 85 

07/06/2012 


Sample properties cause turbidity in growth media. Per USP 71; the sample will be inoculated into new growth media after 14 
days of incubation and incubated for 4 additional days. 



New England Compounding Pharmacy Inc., d/b/a New 
England Compounding Center 
Framingham, MA 

10/1-2, 10/4-5, 10/9, 10/15. and 10/26/12 
SSD, PK, ANA, TWN, DMF, 

Exhibit DME- L 0- J7_ of / _ 


07/17/2012 


Amar Arafat - Microbiologist Date Reported 

Sterility - 14 day sterility report In accordance with the USP guidelines, the samples wilt he incubated for 14 days. 


Results reported above relate only to the sample that ww tested. 

Page 1 Of 1 ASL Form QUF-07S-V4 0M)S/2OIO 


FDA E00479405 



Logged Formula Worksheet (standard) 

8/10/2012 2:43:06 PM 
Page 1 


NEW ENGLAND COMPOUN 
697 WAVERLY ST. 

697 WAVERLY ST. 
FRAMINGHAM, MA 01702 I 


METHYLPRED. AC (PF) 80MG/ML INJECTABLE 


Flavor: 

Description: 

Quantity made: 12500 ML 




-f 

* 

Jr 


i \ 


fiH w* 


Formula ID: 2228 


Date made: 8/10/2012 
Lot number: 08102012@51 
Beyond use date: February 6, 2013 

1 80 days after compounding date 

Pharmacist: GC 

Technician: JOSEPH P CONNOLLY 

NDC1: 

Packaging: 

Equipment: 


Batch yield: 12,500.000 
Qty remaining: 12,50 0.000 


PCCA ID: 
Route of admin: 


Pricing calculations from the k 
Estimated price $9.oo as of 
Ingredient cost $o.oo 

Device cost $c 

Time cost §£ 

Profit $9 


f?L 


5# 

08-01-12 Ml: 


OUT 


Labeling: SHAKE WELL***SDV*** 
Stability information: 

Chemicals 


\it? 


Sch. Quantity used QS (Balance) 


7 METHYLPREDNISOLONE ACETATE USP (STERILE) Pi - 1 * - 1 000 GM □ 

Lot #: 7 0 7 '1 6 / A Mfg: Exp. date: 4)00/201-8 " 

Chemical Code: Volume: Potency: QS amount: ^ i*-j L 

Ba,an “' S//17 /(r t- VPWvlB * me' A$*$2-4M 

~ V) POLYETHYLENE GLYCOL 3350 NF (STERILE) BASE - 352.5 GM V U~_ 

Lot #: 76985/A Mfg: MEDISCA " 1 ‘ 


06-29-1 2 All :24 OUT 


ft 76985/A 
.CbetrilSSrcTode: 


Mfg: MEDISCA 

Volume; Potency: 


Exp. date: 8/31/2013 


f 



SODIUM CHLORIDE (STERILE) GRANUALE 
Lot #: 1 1 020203 Mfg: MEDISCA 

^ChsnjcaLCDde: Volume^.^—- Potency: 


28.5 GM ' □ 

Exp. date: 11/10/2013 Whlsr: 


NDC: 51927108700 


.56 4/2/2012 

MEDISCA 

AWP: $5 13 ' 

ML contains 0.00228 GM or 0.228% 
ChemlnvID: 0 


t 


WATER FOR INJECTION INJ 


Lot #: J2B670 
Balance: 


Mfg: BRAUN_ 

VoIujbw--''"’"' 


12500 ML 

Exp. date: 8/31/2014 

QS amount:. 


Whlsr: 

Each 


. $25,000.00 6/17/2005 


(l ^OLYSORBATE 30 (STERILE) LIQUID 0~ 

^ ^ Lot #: 7981 4/C Mfg: MEDISCA 

Ch emical Cod e: Volume: - Eaten cy: 

Balance: ‘ 


^ 00409488799 


BRAUN 

AWP: ; 

ML contains 1 ML or 100% 

ChemlnvID: 300 


/^Lot 



$0.00 4/2/2 

MEDISCA 

AWP: 

\ ML contains 0.0038 ML or0.38% 
ChemlnvID: 170 


SODIUM PHOSPHATE If 
Lot#: 11 01 0925 

Chemical Code: 

Balance: 


(STERILE) POWDI - 
fflfg: LETCO 

Volume: Potency: 


82.375 GM K □ 

:xp. date: 8/11/2013 Whlsr: 

QS amount: 


*v/)SODIUM PHOSPHATE D IBASIC (S TERILE) POWDER 

i nt -&-CA -dnsoa it/ifajyaei— 


$82.38 9/30/2008 

PROFESSIONAL COMPOUN 

AWP: $0.00 

ML contains 0.00659 GM or 0.659% 
ChemlnvID: 0 


Lot&&UQS92- 

Chemical Code: 


MfgH^ QOA - 

Volume: ni~ "T) Potency: 


17.125 GM 

Exp. date: Whlsr: 

^ OS amount: ^^7^ Each 
NDC: 


. $ 0.00 


11 / 1/2011 
PROFESSIONAL COMPOUN / 

AWP: $0 00 

ML contains 0.00137 GM or 0,137% '! 

ChemlnvID: 289 ; 


(Added all GM & GMS: 1,480.50) 


$32,837.94 


Log Instructions & Notes 

Originally made as: 12500 METHYLPRED. AC (PF) 80MG/ML INJECTABLE 
Calculated lot number: 081 0201 2@51 Beyond use date: 2/6/2013 
FORMULA INSTRUCTIONS: 


ZEBRA BAR CODES: 
99600010504 -ImL VIAL 
99600020504 - 2mL VIAL 
99600050504 - 5mL VIAL 




syr (j / 



Last modified: 8/10/2012 2:43:04 PM by: LAB 
Date: fo / f&n. 




i 


New England Compounding Pharmacy Inc., d/b/a New 
England Compounding Center 
Framingham, MA 

10/1-2, 10/4-5, 10/9, 10/15, and 10/26/12 

SSD, PK, ANA, TWN, DME 

Exhibit DME- 7 p. / of ~7 


FDA E00479406 



I 7 

! \ 


\ 


Mf.iljFL No. HLb’-3''81 

OPERATION |aTE 2012/08/11 
|IME PH 08:30:30 

COURSE 1 , / 


CYCLE 

STARTED 


TIKE TEMP 

PRESS 

.STATUS 

ELAPSED CENT. 

kPa 

. CYCLE- 

00:07:36 090.0 

7 

HEA f 

00:12:02 100.0 

17 

HEAT 

00:20:03 105.5 

24 

HEAT 

00:23:34 121.0 

104 

STERI. 

00:25:34 121.8 

110 

STERI . 

00:27:34 121,6 

109 

STERI ; 

00:29:34 121.8 

112 

STERI. 

00:31:34 121.7 

110 

STERI. 

00:33:34 121.8 

113 

STERI. 

00:35:34 121,8 

113 

STERI, 

00:37:34 121.7 

113 

STERI. 

00:38:38 ill. 7 

113 

'COOL 

\ 



01:12:05 064.9 

.4 

COMPLETE 


START TIME PM 08:30:30 
END TIME PM 09:42:35 


New England Compounding Pharmacy Inc., d/b/a New 
England Compounding Center 
Framingham, MA 

10/1-2, 10/4-5, 10/9, 10/15, and 10/26/12 

SSD, PK, ANA, TWN, DME 

Exhibit DME- 7 P- 3 — of ^— 


FDA E00479407 



OPERA I ION Or it 2Cil2/0o/] 1 
TIME PM 08:30:30 


Cl 

HjR; 

<E 

1 


„ 7 lY 





CY 

:le 

Si ARIEL 


Ti 

ME 


TEr 

«!P 

PRESo 

SlATU 

El 

AP; 

EL; 

CEf 

'iT . 

IcPa 

C i'CL E 

00 

: 07 

;36 

03* 

i.O 

7 

HEAT 

00 

: 12 

: 02 

IQi 

CO 

17 

HEAT 

00 

: 20 

;03 

inf 

,5 

24 

HEAT 

00 

23 

: 34 

121 

.0 

104 

STERJ 

00 

:25 

:34 

121 

. 8 

110 

STERI . 

00 

: 27 

: 34 

121 

. 8 

109 

STERN 

00: 

:29 

: 34 

121 

, 8 

112 

STERN 

00 : 

: 31 : 

:34 

121 

,7 

110 

STERN 

00 : 

53; 

:34 

121 

.0 

113 

STERN 

00 : 

35 : 

34 

121 

.8 

113 

STERI. 

00: 

37: 

34 

121 

.7 

113 

STERN 

00 : 

38: 

38 

12J. 

J 

113 

COOL 

01: 

12 : 

05 

0b4 

.9 

4 

COMPLY 


START TIME PM 03:30:30 
END II ME PM '03:42:35 


Sl'ERN TEMP 12NC 
SIERN TIME I SHIN 
WARM TEMP — : (/ 

OBJECT 

! 

'■'RESULT > ; 

MAX , STER1. IEMP 12N8N 
MIN. STERN TEMP 121. O'C 
STERI . TIME 00:15:04 
WARM TIME 

fOTAl CYCLE 01:12:05 
jPERATED BY: 


IHECKED BY: 


TERi. ITEM: 


lACE : 

NO I EAT I UN: 

ol OL' NfOAL : New England Compounding Pharmacy Inc., d/b/aNew 

| England Compounding Center 

| Framingham, MA 

purij j-p i I * 10/1-2, 10/4-5, 10/9, 10/15, and 10/26/12 

n 1 ' L r i SSD, PK, ANA, TWN, DME 

! " Exhibit DME- 7 p. 3 of 71 
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ANALYTICAL RESEARCH LABORATORIES 

840 RESEARCH PARKWAY, SUITE 546 
OKLAHOMA CITY, OK 73104 
PHONE (405) 271-1144 
FAX (405) 271-1174 

Certificate Of Analysis 

CLIENT: New England Compounding Center 

697 Waverly Street 
Framingham, MA 01702 

ARL #: 184460-01 

LOT #: 08102012@51 

DESCRIPTION: Methylprednisolone AC (PF) 80 mg/mL Injection 

DATE RECEIVED: 08/14/2012 
STORAGE: 20°C to 25°C (68°F to 77°F) 

CONTAINER: Two 5 mL clear vials 



Analyte / Specifications 

Expected 

Amount 

Units 

Results 

% 

Of EXP. 

Test 

Method 

Date 

Tested 

Methylprednisolone Acetate 

Specifications = 90%-110% 

80 

mg/mL 

81.676 

102.1% 

HPLC 

8/15/2012 




08/15/2012 


Alex Tang - Laboratory Supervisor 


Date ARL Form OUF-078-V4 03/05/2010 


Results reported above relate only to the sample that was tested. 
Page 1 of 2 


and Compounding Pharmacy Inc., 

Compounding Center 

am.MA 

3/4-5 10/9, 10/15, and 10/26/12 

, ANA, TWN, DME 

>ME- 7 of -^ 


d/b/a New 


FDA E00479409 




ANALYTICAL RESEARCH LABORATORIES 

840 RESEARCH PARKWAY, SUITE 546 
OKLAHOMA CITY, OK 73104 
PHONE (405) 271-1144 
FAX (405) 271-1174 


Microbiology Report 

CLIENT: New England Compounding Center 


ARL #: 184460-01 

LOT #: 08102012@51 

DESCRIPTION: Methylprednisolone AC (PF) 80 mg/mL Injection 

DATE RECEIVED: 08/14/2012 
STORAGE: 20°C to 25°C (68°F to 77°F) 

CONTAINER: Two 5 mL clear vials 


ANALYSIS 

Limits 

Results 

Test 

Method 

Date 

Tested 

Endotoxin 

6.25 EU/mg 

<0.05 EU/mg 

USP 85 

08/16/2012 


Sample properties cause turbidity in growth media. Per USP 71, the sample will be inoculated into new growth media after 14 
days of incubation and incubated for 4 additional days. 


England Compounding Center 
Framingham, MA 

10/9, ,0/15 ’ md 1 0 / 26/12 
SSD, PK, ANA, TWN, DME 
Exhibit DME- 7 " p Qf y 



08/17/2012 


Tiffany Hyde - Microbiologist 


Date Reported 


Sterility - This preliminary report was issued after approximately 72 hours of incubation. In accordance with the USP guidelines, the sample wifi be incubated 
for 14 days; if there is any change in the sample a supplemental report will be issued. 

Fuugal - This preliminary report was issued after approximately 4 days of incubation. In accordance with the USP guidelines, the sample will be incubated for 
14 da)'s; if there is any change in the sample a supplemental report will be issued. 

Endotoxin - To calculate the endotoxin limit use the following formulae: EL = FC/M where K = tolerance limit (EU/kg) and M = Maximum dose/kg/hour or 
Maximum dose/kg 

Parenteral: KisS EU/kg for any route of admuustration / Intrathecal : K is 0.2 EU/kg body weight) 

Radiophamuiceutical parenteral: K is 1 7S/V or Intrathecal radiopharmaceuticals: K is 14/V, where V is the maximum recommended dose in mL. 

Dermal Application: K/M, where K = 5 EU/kg and M is the (maximum dose/m2/hour * 1.80 m2)/70 Kg. 


Results reported above relate only to the sample that was tested. 
Page 1 of 1 


ARL Form QUF-07S-V5 08/20/2012 



ANALYTICAL RESEARCH LABORATORIES 

840 RESEARCH PARKWAY, SUITE 546 
OKLAHOMA CITY, OK 73104 
PHONE (405) 271-1144 
FAX (405) 271-1174 


Microbiology Report 

CLIENT: New England Compounding Center 

697 Waverly Street 
Framingham, MA 01702 



ARL #: 184460-01 

LOT #: 0810201 2@51 

DESC R I PT ION: Methylprednisolone AC (PF) 80 mg/mL Injection 

DATE RECEIVED: 08/14/2012 
STORAGE: 20°C to 25°C (68°F to 77°F) 

CONTAINER: Two 5 mL clear vials 


ANALYSIS 

Limits 

Results 

Test 

Method 

Date 

Tested 

Sterility 

1 

Sterile / Not Sterile 

No Growth at 14 Days 

USP 71 

08/14/2012 


Sample properties cause turbidity in growth media. Per USP 71, the sample will be inoculated into new growth media after 14 
days of incubation and incubated for 4 additional days. 


New England Compounding Pharmacy 

England Compounding Center 

Framingham, MA 


, d/b/a New 



08/28/2012 


Tiffany Hyde - Microbiologist 


Date Reported 


Sterility 14 day sterility report. In accordance with the USP guidelines, the sample was incubated for 14 days. 
Fungal - 14 day fungal report In accordance with the USP guidelines, the sample was incubated for 14 days. 


Results reported above relate only to the sample that wns tested. 

Page 1 of 1 ARL Form QVF-078-VS 08/20/2012 
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NEW ENGLAND COMPOUNDING CTR 
697 WAVERLY ST. 

FRAMINGHAM, MAC 1702 800-994-6322 

METHYLPRED. AC (PR 80MG/ML INJECT, 

Lot#08102012@51 Discard after 2^201 3 

GC 5 ML 

SHAKE WELL*"SDV” 

NEW ENGLAND COMPOUNDING CTR 
697 WAVERLY ST. 

FRAMINGHAM, MA 01702 600-994-6322 

METHYLPRED, AC fPR 8QMG/ML INJECT, 

Lot#08102012@51 Discard after 2/6/2013 

GC 5 ML 

SHAKE WELL***SDV*** 

j^NEW ENGLAND COMPOUNDING CTR 
MM&SS 697 WAVERLY ST. 

FRAMINGHAM, MA 01702 600-994-6322 

METHYLPRED. AC fPR 8QMG/ML INJECT, 

Lot#08 1 020 1 2@ 5 1 Discard after W/20i 3 

GC 5 ML 

SHAKE WELL***SDV*** 






New England Compounding Pharmacy Inc., d/b/a New 
England Compounding Center 
Framingham, MA 

10/1-2, 10/4-5, 10/9, 10/15, and 10/26/12 

SSD, PK, ANA, TWN, DME 

Exhibit DME- ~7 p. y 7 °f 7 
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